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CLAIMS 13 AND 16-19 ARE PRESENTED FOR EXAMINATION 
Applicants' After-Final Amendment filed May 5, 2004 has been received and entered 

into the application. Accordingly, the specification at page 1 and claim 13 have been amended 

and claims 14 and 15 have been canceled. 

In view thereof, all issues raised in the Final Office action dated February 12, 2004 are 

withdrawn . 

Withdrawal of Finality 
The finality of the previous Office action is withdrawn so that new reference may be 
appUed to the pending claims. 

Comments Regarding Interfering Subject Matter 
The Examiner indicated in the previous Office action that certain of applicants' claims 
would be placed into interference with certain claims of U.S. Patent Nos. 6,306,841, 6165,975 
and 6,031,002. 

In light of applicants' amendment to present claim 13, in which the administration is 
limited to nasal or oral, the same patentable invention no longer exists in the present appUcation 
and the claims of either of the '841 or '002 patent, in each of which, administration is limited to 
direct application to the female genitaUa. 

Respecting the '975 patent, upon review thereof, it is seen that its effective filing date is 
June 23, 1997 which is before the effective filing date of the present application, i.e., October 31, 
1997. Accordingly, the '975 patent will be applied against the present claims under 35 U.S.C. 
102 and/or 103 herein. 
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Double Patenting 

Non-Provisional 

/ Claims 13 and 16-19 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 1, 5, 8-10, 16 and 17 of U.S. Patent No. 
5,958,926 (cited by Applicants on January 26, 2004). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the present claims recite 
"comprising" and thus do not exclude the nitrosated or nitrosylated phosphodiesterase inhibitor 
of the patented claims v^hich is co-administered with the presently claimed S-nitrothiol 
compounds for the treatment of female sexual dysfunction. Also, while the patented claims are 
silent as to the specific origin of the sexual dysfunction as in present claim 16, the patented 
claims nevertheless are directed to sexual dysfunction in general and thus would have 
encompassed such a dysfunction of any origin. 

// Claims 1 3 and 1 6- 1 9 are rejected under the judicially created doctrine of obviousness- 

type double patenting as being unpatentable over claims 3, 7, 8 and 9 of U.S. Patent No. 
6,133,272 (newly cited by the Examiner). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the present claims recite "comprising" and 
thus do not exclude the compound having the structure X in patented claim 3 which is co- 
administered with the presently claimed S-nitrothiol compounds for the treatment of female 
sexual dysfunction. Also, while the patented claims are silent as to the specific origin of the 
sexual dysfunction as in present claim 16, the patented claims nevertheless are directed to sexual 
dysfunction in general and thus would have encompassed such a dysfunction of any origin. 
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/// Claims 13 and 16-19 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 24 and 29-31 of U.S. Patent No. 
6,172,060 (newly cited by the Examiner). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the present claims recite "comprising" and 
thus do not exclude the compound having the structure I in patented claim 24 which is co- 
administered with the presently claimed S-nitrothiol compounds for the treatment of a sexual 
dysfunction. Also, while the patented claims are silent as to the sex of the individual and the 
specific origin of the sexual dysfunction as in present claim 16, the patented claims nevertheless 
are directed to a sexual dysfunction in an individual in general and thus would have 
encompassed such a dysfunction of any origin in both male and female individuals. 

IV Claims 13 and 16-19 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 24, 25 and 29-31 of U.S. Patent No. 
6,172,068 (newly cited by the Examiner). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the present claims recite "comprising" and 
thus do not exclude the phosphodiesterase inhibitors in patented claim 24 which is co- 
administered with the presently claimed S-nitrothiol compounds for the treatment of female 
sexual dysfunction. Also, while the patented claims are silent as to the specific origin of the 
sexual dysfunction as in present claim 16, the patented claims nevertheless are directed to sexual 
dysfunction in general and thus would have encompassed such a dysfunction of any origin. 

V Claims 13 and 16-19 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 24, 25 and 29-3 1 of U.S. Patent No. 
6,177,428 (newly cited by the Examiner). Although the conflicting claims are not identical, they 
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are not patentably distinct from each other because the present claims recite "comprising" and 
thus do not exclude the phosphodiesterase inhibitors of structure IV in patented claim 24 which 
is co-administered with the presently claimed S-nitrothiol compounds for the treatment of female 
sexual dysfunction. Also, while the patented claims are silent as to the specific origin of the 
sexual dysfunction as in present claim 16, the patented claims nevertheless are directed to sexual 
dysfunction in general and thus would have encompassed such a dysfunction of any origin. 

VI Claims 13 and 16-19 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 24, 25 and 29-31 of U.S. Patent No. 
6,197,778 (newly cited by the Examiner). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the present claims recite "comprising" and 
thus do not exclude the compound of structure 11 in patented claim 24 which is co-administered 
with the presently claimed S-nitrothiol compounds for the treatment of female sexual 
dysfunction. Also, while the patented claims are silent as to the specific origin of the sexual 
dysfunction as in present claim 16, the patented claims nevertheless are directed to sexual 
dysfunction in general and thus would have encompassed such a dysfunction of any origin. 

VII Claims 13 and 16-19 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 24, 25 and 29-31 of U.S. 
Patent No. 6,197,782 (newly cited by the Examiner). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the present claims recite 
"comprising" and thus do not exclude the phosphodiesterase inhibitors in patented claim 24 
which is co-administered with the presently claimed S-nitrothiol compounds for the treatment of 
female sexual dysfunction. Also, while the patented claims are silent as to the specific origin of 
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the sexual dysfunction as in present claim 16, the patented claims nevertheless are directed to 
sexual dysfunction in general and thus would have encompassed such a dysfunction of any 
origin. 

VIII Claims 13 and 16-19 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1 and 4-6 of U.S. Patent 
No. 6,21 1,179 (newly cited by the Examiner). Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the present claims recite "comprising" 
and thus do not exclude the phosphodiesterase inhibitors in patented claim 1 which is co- 
administered with the presently claimed S-nitrothiol compounds for the treatment of a sexual 
dysfunction. Also, while the patented claims are silent as to the sex of the individual and the 
specific origin of the sexual dysfunction as in present claim 16, the patented clauns nevertheless 
are directed to a sexual dysfimction in an individual in general and thus would have 
encompassed such a dysfunction of any origin in both male and female individuals. 

IX Claims 13 and 16-19 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 24, 25 and 29-31 of U.S. Patent No. 
6,232,321 (newly cited by the Examiner). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the present claims recite "comprising" and 
thus do not exclude the phosphodiesterase inhibitors of structure VIII in patented claim 24 which 
is co-administered with the presently claimed S-nitrothioI compounds for the treatment of female 
sexual dysfunction. Also, while the patented claims are silent as to the specific origin of the 
sexual dysfunction as in present claim 16, the patented claims nevertheless are directed to sexual 
dysfunction in general and thus would have encompassed such a dysfunction of any origin. 
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X Claims 13 and 16-19 are rejected imder the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 25, 27 and 31-33 of U.S. Patent No. 
6,316,457 (newly cited by the Examiner). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the present claims recite "comprising" and 
thus do not exclude the phosphodiesterase inhibitors in patented claim 25 which is co- 
administered with the presently claimed S-nitrothiol compounds for the treatment of female 
sexual dysfunction. Also, while the patented claims are silent as to the specific origin of the 
sexual dysfunction as in present claim 16, the patented claims nevertheless are directed to sexual 
dysfunction in general and thus would have encompassed such a dysfunction of any origin. 

XI Claims 13 and 16-19 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claims 46, 47, 53 and 57-59 of U.S. Patent No. 
6,462,044 (newly cited by the Examiner). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the present claims recite "comprising" and 
thus do not exclude the phosphodiesterase inhibitors in patented claim 46 which is co- 
administered with the presently claimed S-nitrothiol compounds for the treatment of female 
sexual dysfunction. Also, while the patented claims are silent as to the specific origin of the 
sexual dysfunction as in present claim 16, the patented claims nevertheless are directed to sexual 
dysfunction in general and thus would have encompassed such a dysfunction of any origin. 

XII Claims 13 and 16-19 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1, 5, 8, 9, 10, 16 and 17 of 
U.S. Reissued Patent No. 37,234 (newly cited by the Examiner). Although the conflicting claims 
are not identical, they are not patentably distinct from each other because the present claims 



Application/Control Number: 10/024,040 
Art Unit: 1614 



Pages 



recite "comprising" and thus do not exclude the compound of patented claim 1 which is co- 
administered with the presently claimed S-nitrothiol compounds for the treatment of female 
sexual dysfunction. Also, while the patented claims are silent as to the sex of the individual and 
the specific origin of the sexual dysfunction as in present claim 16, the patented claims 
nevertheless are directed to a sexual dysfunction in an individual in general and thus would have 
encompassed such a dysfunction of any origin in both male and female individuals. 
Provisional 

Claims 13 and 16-19 are provisionally rejected under the judicially created doctrine of 

obviousness-type double patenting as being unpatentable over claims 1,18-21, 26, 27 and 29 of 

copending Application No. 10/216,886. Although the conflicting claims are not identical, they 

are not patentably distinct from each other because the present claims recite "comprising" and 

thus do not exclude the compound of co-pending application claim 1 which is co-administered 

with the presently claimed S-nitrothiol compounds for the treatment of female sexual 

dysfunction. Also, while the patented claims are silent as to the specific origin of the sexual 

dysfunction as in present claim 16, the patented claims nevertheless are directed to sexual 

dysfunction in general and thus would have encompassed such a dysfunction of any origin. 

This is a provisional obviousness-type double patenting rejection because the conflicting 

claims have not in fact been patented. 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re LongU 159 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel All F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1 .32 1 (c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1 .130(b). 

Effective January 1, 1994, a registered attomey or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3,73(b). 

Claim Rejection - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless ~ 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 13 and 16-18 are rejected under 35 U.S.C. 102(e) as being anticipated by Adams 
et al. (U.S. Patent No. 6,165,975, cited by the Examiner on July 3, 2003) who teach the treatment 
of a vascular condition associated with a female sexual dysfunction which comprises orally or 
nasally administering to a female individual a S-nitrosothiol compound which may be S- 
nitrosoglutathione or S,S-dinitrosodithiol (see col. 7, lines 44 and 45, col. 15, line 3 and cols. 19 
and 20, claims 1, 7, 8 and 14). 

Claim Rejection - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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Claims 13 and 16-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Adams et al. (as relied upon above) in view of Stamler et al. (U.S. Patent No. 5,380,758, cited by 
Applicants on January 26, 2004). 

The differences between the above and the claimed subject matter lie in that Adams et al. 
fails to highlight: 

(1) S-nitrosothiols other than S-nitrosoglutathione or S,S-dinitrosodithiol which are 
presently claimed; and 

(2) the specific origins of the sexual dysfunction as presently clauned. 
However, to the skilled artisan, the claimed subject matter would have been obvious 

because Adams et al. teach the use of the S-nitrosothiols because they are nitric oxide donors 
(col. 7, lines 33-38) while Stamler et al. teach that other nitrosothiols including S-nitroso-N- 
acetylcysteine, S-nitroso-captopril, S-nitroso-homocysteine, S-nitroso-cysteine and those of 
present claim 19 (col. 3, line 46 - col. 4, line 10) have a significant advantage in that they deliver 
nitric oxide (a.k.a. NO) in its most biologically relevant and non-toxic form (col. 7, lines 60-62). 
The skilled artisan would have been motivated to employ the S-nifrosothiols of Stamler et al. in 
llie manner taught by Adams et al. because Adams et al. teach that the S-nitrosothiols are useful 
because they donate NO and Stamler et al. teach that the presently claimed S-nitrosothiols are 
not only NO donors, but also deliver NO in its most biologically relevant and non-toxic form. 
Also, Adams et al. teach sexual dysfunction in general and thus would have encompassed such a 
dysfunction of any origin. 

Accordingly, for the above reasons, the claims are deemed properly rejected and none are 

allowed. 
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Any inquiry concerning this communication or earlier communications fijom the 



examiner should be directed to Raymond J Henley III whose telephone number is 571-272-0575. 
The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marianne Seidel can be reached on 571-272-0584. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an appUcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubhshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpubUshed 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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